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§447.500 Basis and purpose.

(a) Basis. This subpart—

(1) Interprets those provisions of sec-
tion 1927 of the Act that set forth re-
quirements for drug manufacturers’
calculating and reporting average man-
ufacturer prices (AMPs) and that set
upper payment limits for covered out-
patient drugs.

(2) Implements section 1903(i)(10) of
the Act with regard to the denial of
Federal financial participation (FFP)
in expenditures for certain physician-
administered drugs.

(3) Implements section 1902(a)(54) of
the Act with regard to a State plan
that provides covered outpatient drugs.

(b) Purpose. This subpart specifies
certain requirements in the Deficit Re-
duction Act of 2005 and other require-
ments pertaining to Medicaid payment
for drugs.

§447.502 Definitions.

Bona fide service fees mean fees paid
by a manufacturer to an entity; that
represent fair market value for a bona
fide, itemized service actually per-
formed on behalf of the manufacturer
that the manufacturer would otherwise
perform (or contract for) in the absence
of the service arrangement; and that
are not passed on in whole or in part to
a client or customer of an entity,
whether or not the entity takes title to
the drug.

Brand name drug means a single
source or innovator multiple source
drug.

Bundled sale means an arrangement
regardless of physical packaging under
which the rebate, discount, or other
price concession is conditioned upon
the purchase of the same drug, drugs of
different types (that is, at the nine-
digit National Drug Code (NDC) level)
or another product or some other per-
formance requirement (for example,
the achievement of market share, in-
clusion or tier placement on a for-
mulary), or where the resulting dis-
counts or other price concessions are
greater than those which would have
been available had the bundled drugs
been purchased separately or outside
the bundled arrangement. For bundled
sales, the discounts are allocated pro-
portionally to the total dollar value of
the units of all drug sold under the
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bundled arrangement. For bundled
sales where multiple drugs are dis-
counted, the aggregate value of all the
discounts in the bundled arrangement
shall be proportionally allocated across
all the drugs in the bundle.

Consumer Price Index—Urban (CPI-U)
means the index of consumer prices de-
veloped and updated by the U.S. De-
partment of Labor. It is the CPI for all
urban consumers (U.S. average) for the
month before the beginning of the cal-
endar quarter for which the rebate is
paid.

Dispensing fee means the fee which—

(1) Is incurred at the point of sale or
service and pays for costs in excess of
the ingredient cost of a covered out-
patient drug each time a covered out-
patient drug is dispensed;

(2) Includes only pharmacy costs as-
sociated with ensuring that possession
of the appropriate covered outpatient
drug is transferred to a Medicaid re-
cipient. Pharmacy costs include, but
are not limited to, reasonable costs as-
sociated with a pharmacist’s time in
checking the computer for information
about an individual’s coverage, per-
forming drug utilization review and
preferred drug list review activities,
measurement or mixing of the covered
outpatient drug, filling the container,
beneficiary counseling, physically pro-
viding the completed prescription to
the Medicaid beneficiary, delivery, spe-
cial packaging, and overhead associ-
ated with maintaining the facility and
equipment necessary to operate the
pharmacy; and

(3) Does not include administrative
costs incurred by the State in the oper-
ation of the covered outpatient drug
benefit including systems costs for
interfacing with pharmacies.

Estimated acquisition cost (EAC) means
the agency’s best estimate of the price
generally and currently paid by pro-
viders for a drug marketed or sold by a
particular manufacturer or labeler in
the package size of drug most fre-
quently purchased by providers.

Innovator multiple source drug means a
multiple source drug that was origi-
nally marketed under an original new
drug application (NDA) approved by
the Food and Drug Administration
(FDA), including an authorized generic
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drug. It includes a drug product mar-
keted by any cross-licensed producers,
labelers, or distributors operating
under the NDA and a covered out-
patient drug approved under a product
license approval (PLA), establishment
license approval (ELA) or antibiotic
drug approval (ADA).

Lagged price concession means any
discount or rebate that is realized after
the sale of the drug, but does not in-
clude customary prompt pay discounts.

Manufacturer means any entity that
possesses legal title to the NDC for a
covered drug or biological product
and—

(1) Is engaged in the production,
preparation, propagation,
compounding, conversion, or proc-
essing of covered outpatient drug prod-
ucts, either directly or indirectly by
extraction from substances of natural
origin, or independently by means of
chemical synthesis, or by a combina-
tion of extraction and chemical syn-
thesis; or

(2) Is engaged in the packaging, re-
packaging, labeling, relabeling, or dis-
tribution of covered outpatient drug
products and is not a wholesale dis-
tributor of drugs or a retail pharmacy
licensed under State law.

(3) With respect to authorized generic
products, the term ‘‘manufacturer”
will also include the original holder of
the NDA.

(4) With respect to drugs subject to
private labeling arrangements, the
term ““manufacturer” will also include
the entity that does not possess legal
title to the NDC.

Multiple source drug means, with re-
spect to a rebate period, a covered out-
patient drug for which there is at least
one other drug product which—

(1) Is rated as therapeutically equiva-
lent. For the list of drug products rated
as therapeutically equivalent, see the
FDA’s most recent publication of “‘Ap-
proved Drug Products with Thera-
peutic Equivalence Evaluations’ which
is available at http://www.fda.gov/cder/
orange/default.htm or can be viewed at
the FDA’s Freedom of Information
Public Reading Room at 5600 Fishers
Lane, rm. 12A-30, Rockville, MD 20857;

(2) Is pharmaceutically equivalent
and bioequivalent, as determined by
the FDA; and
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(3) Is sold or marketed in the State
during the rebate period as follows:

(i) A drug product is considered sold
or marketed in a State if it appears in
a published national listing of average
wholesale prices, selected by the Sec-
retary, provided that the listed product
is generally available to the public
through retail pharmacies in that
State.

(ii) A covered outpatient drug is not
subject to the FUL for a rebate period
if it is not a multiple source drug in
the State for that rebate period.

National drug code (NDC) means the
11-digit numerical code maintained by
the FDA that indicates the labeler,
product, and package size, unless oth-
erwise specified in this part as being
without respect to package size (that
is, the 9-digit numerical code).

National rebate agreement means the
rebate agreement developed by CMS
and entered into by CMS on behalf of
the Secretary or his designee and a
manufacturer to implement section
1927 of the Act.

Nominal price means a price that is
less than ten percent of the AMP in the
same quarter for which the AMP is
computed.

Noninnovator multiple source drug
means (1) a multiple source drug that
is not an innovator multiple source
drug or a single source drug, (2) a mul-
tiple source drug that is marketed
under an abbreviated NDA or an abbre-
viated antibiotic drug application, or
(3) a drug that entered the market be-
fore 1962 that was not originally mar-
keted under an original NDA.

Rebate period means a calendar quar-
ter.

Single source drug means a covered
outpatient drug that is produced or dis-
tributed under an original NDA ap-
proved by the FDA, including a drug
product marketed by any cross-li-
censed producers or distributors oper-
ating under the NDA. It also includes a
covered outpatient drug approved
under a biological license application,
PLA, ELA, or ADA.

States means the 50 States and the
District of Columbia.

[72 FR 39239, July 17, 2007, as amended at 73
FR 13788, Mar. 14, 2008; 73 FR 58497, Oct. 7,
2008]
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